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UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

(APHIS) 



FY2006 APHIS Form 7023 Column E Explanation 


This form is intended as an aid to completing the APHIS Form 7023 Column E explanation. It is not an official 
form and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not 
required as part of an explanation. A Column E explanation must be written so as to be understood by lay 
persons as well as scientists. 


1. Registration Number: 47-R-0010 / 1550 

2. Species (common name) of animals used in the Dogs 
study: 

(check all that apply for this explanation) 

3. Number of animals used in this study: f - <lc j (Generated By System) 

4. Explain the procedure producing pain and/or distress. 

Siy dogs ar^iste^r^olumn^^hese^dogs became ill following ■! ( b H 4 
challenge |^K_ ( b >( 4 


Copy 


| Clinical signs of this 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 

Item 6 below) 

Pain and d istress reNevin^riedications were not utilized since they would mask the effects of( (b)(4 
(b)(4) |»uch as| ( b )W Jrhese effects or clinical signs were closely monitored and utilized as sensitive 
endpoints. This allowed us to quickly euthanized dogs intervening in our study to minimize suffering. 
Unfortunately due to the rapid progression of the disease six dogs became moribund prior to intervention 
Clinical signs of this new challenge material were evaluated and recorded carefully to help further define and 
improve our sensitive endpoints. These refined endpoints will be applied to future studies. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Back 


https://web01.aphis.usda.gOv/AC/APHISACWeb2.nsf/AC/APHISACWeb2.nsf/Review/7... 11/27/2006 





1. Registration Number: 47-R-0010 / 1550 
2/3. Species (common name) & Number of animals used in this study: 
Guinea Pigs (25) 


Copy P 


A. 


Explain the procedure producing pain and/or distress. 

A to tal of 25 guin ea pigs are listed in column E. The guinea pigs were used i 
Tht-B (b)(4) | was performed according to federal regulation. The guinea 
from the agent. 



5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 


Thus test is (b)(4) 


■ required by regulation to be conducted on eact-^ (b)(4) ^ The effects of pain 

medicatioi^jn the lengtn and severity of the disease is not known and thus would invalidate the scientific value of the 
(b)(4) ■(USDA/CVB. private communciation). Furthermore, the normal progression of the disease would likely be 
aneciea oy tne use of anti-inflammatory medication. For this reason neither our comoan^TortheUSDA/CVB uses any 
substances to reduce pain or distress. The standard test is obligatory for release ofB ( b )( 4 ) |since a validated 
USDA/CVB approved alternative is not available to the current test. 


6. What, if any. federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS. 9 CFR 1 13.102): 


Agency:! 


(b)(4 


CFR: 


Approval Status: 
Approved/Disapproved By: 
Date: 


Disapproved Reason: 





1. Registration Number: 47-R-0010 / 1550 
2/3. Species (common name) & Number of animals used in this study: 
Hamsters (852) 


Copy 


4. Explain the procedu'e producing pain and/or distress. 

A total of 852 hamsters are listed in column E The hamsteis were used foil 
was performed according to federal regulations. The hamsters experienc«| 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

The tests artj (b)(4) (required by regulation for the release of eacf[ (b)(4) f The effects of pain medication 

on the length and severity of the disease is not known, and thus would invalidate the scientific value of| 

(USDA/CVB, private communication). For this reason neither our companvnortheUSDA/CVB uses any substance to 
reduce pain or distress. The standard test is obligatory for release^L (b)(4) ^(since a validated USDA/CVB 
alternative is not available to the current test. Sensitive endpoints have been applied successfully to these tests as 
allowed by USDA Notice 04-09. This has reduced the suffering that this test requires. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g.. APHIS, 9 CFR 1 13.102): 



Approval Status: 
Approved/Disapproved B>: 
Date: 


Disapproved Reason: 




APHIS Form 7023 Column E Explanation 


This form is intended as an aid to completing the APHIS Form 7023 Column E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: 


47-R-0010 


2/3. Species (common name) & Number of animals used in this study: 
Mink (23) 


4. Explain the procedure producing pain and/or distress. 

A total of 23 min k are listed in column E. The mink were utilized in 
experienced 




The animals 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

T ests of the 


(b)(4) ^were conducted accordincn^^USD^riandated method. Thel 
[ is required by regulation as a proof of| (b)(4) |:o bcMjonducteck)r^!achH^®b)(4) 

producec^nieMiroqression of the disease is rapid and the animals experienced I (b)(4) I For the 

required® (b)(4) ^the progression of the disease would likely be affected by tne use or anu-innammatory 
medications. For this reason neither our company nor USDA/CVB uses any substances to reduce pain and distress It is 
not known how the use of pain medications would affect the length and severity of the disease. Therefore th e use of 
these dru gs would invalidate (according to private communication with USDA/CVB) the scientific value of thc| 

I'equired by the test. Lack of confidence in this test would render the test itself useless for judgingl 



6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS, 9 CFR 113.102): 


Aij. ■: icy j (b) 


CFR: 








